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§35.220 Possession of survey instru-
ments.

A licensee authorized to use byprod-
uct material for imaging and localiza-
tion studies shall have in its possession
a portable radiation detection survey
instrument capable of detecting dose
rates over the range of 0.1 millirem per
hour to 100 millirem per hour, and a
portable radiation measurement survey
instrument capable of measuring dose
rates over the range 1 millirem per
hour to 1000 millirem per hour.

Subpart F—Radiopharmaceuticals
for Therapy

§35.300 Use of unsealed byproduct ma-
terial for therapeutic administra-
tion.

A licensee may use for therapeutic
administration any unsealed byproduct
material prepared for medical use that
is either:

(a) Obtained from a manufacturer or
preparer licensed pursuant to 10 CFR
32.72 or equivalent Agreement State re-
quirements; or

(b) Prepared by an authorized nuclear
pharmacist, a physician who is an au-
thorized user and who meets the re-
quirements specified in §35.920, or an
individual under the supervision of ei-
ther as specified in §35.25.

[59 FR 61784, Dec. 2, 1994]

§35.310 Safety instruction.

(a) A licensee shall provide radiation
safety instruction for all personnel car-
ing for the patient or the human re-
search subject receiving radiopharma-
ceutical therapy and hospitalized for
compliance with §35.75 of this chapter.
To satisfy this requirement, the in-
struction must describe the licensee’s
procedures for:

(1) Patient or human research subject
control;

(2) Visitor control;

(3) Contamination control;

(4) Waste control; and

(5) Notification of the Radiation
Safety Officer in case of the patient’s
or the human research subject’s death
or medical emergency.

(b) A licensee shall keep for three
years a list of individuals receiving in-
struction required by paragraph (a) of

§35.315

this section, a description of the in-
struction, the date of instruction, and
the name of the individual who gave
the instruction.

[61 FR 36951, Oct. 16, 1986, as amended at 53
FR 19247, May 27, 1988; 59 FR 61784, Dec. 2,
1994]

§35.315 Safety precautions.

(a) For each patient or human re-
search subject receiving radiopharma-
ceutical therapy and hospitalized for
compliance with §35.75 of this chapter,
a licensee shall:

(1) Provide a private room with a pri-
vate sanitary facility;

(2) Post the patient’s or the human
research subject’s door with a ‘‘Radio-
active Materials’ sign and note on the
door or in the patient’s or human re-
search subject’s chart where and how
long visitors may stay in the patient’s
or the human research subject’s room;

(3) Authorize visits by individuals
under age 18 only on a case-by-case
basis with the approval of the author-
ized user after consultation with the
Radiation Safety Officer;

(4) Promptly after administration of
the dosage, measure the dose rates in
contiguous restricted and unrestricted
areas with a radiation measurement
survey instrument to demonstrate
compliance with the requirements of
part 20 of this chapter, and retain for
three years a record of each survey
that includes the time and date of the
survey, a plan of the area or list of
points surveyed, the measured dose
rate at several points expressed in
millirem per hour, the instrument used
to make the survey, and the initials of
the individual who made the survey.

(5) Either monitor material and
items removed from the patient’s or
the human research subject’s room to
determine that their radioactivity can-
not be distinguished from the natural
background radiation level with a radi-
ation detection survey instrument set
on its most sensitive scale and with no
interposed shielding, or handle them as
radioactive waste.

(6) [Reserved]

(7) Survey the patient’s or the human
research subject’s room and private
sanitary facility for removable con-
tamination with a radiation detection

569



		Superintendent of Documents
	2014-12-12T13:33:56-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




